Applications Initially Affected by GFI #213

Guidance for Industry #213, "New Animal Drugs and New Animal Drug Combination Products Administered in or on Medicated Feed or Drinking
Water of Food-Producing Animals: Recommendations for Drug Sponsors for Voluntarily Aligning Product Use Conditions with GFI #209" (GFI
#213) lays out a road map for animal pharmaceutical companies to voluntarily revise the FDA-approved use conditions on the labels of affected
products to remove production indications. The plan also calls for changing the current over-the-counter (OTC) status to bring the remaining
appropriate therapeutic uses under veterinary oversight. Once manufacturers voluntarily make these changes, these medically important
antimicrobial drugs can no longer be used for production purposes, and their use to treat, control, or prevent disease in animals will require
veterinary oversight.

A list of applications initially affected by GFI #213 is provided below. The list categorizes applications either as Pioneer, Generic, or Combination,
which are described as follows:

Pioneer — A pioneer or original new animal drug application (NADA).
Generic - An abbreviated (generic) new animal drug application (ANADA) that references a single ingredient NADA application.

Combination — A combination new animal drug application (NADA or ANADA) that references several single ingredient NADA
applications.

Revisions to the approved conditions of use in NADAs for pioneer products will affect the conditions of use in generic or combination
applications that reference these pioneer applications. When pioneer applications are revised, FDA will work expeditiously with sponsors to
align the generic and combination applications with the revised conditions of use in the pioneer (i.e., reference) applications.

A;;rglri,:a:izn AZT:;?:“ Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 006-084 Boehringer Ingelheim Vetmedica, Inc. e Sulmet® Drinking Water Solution Sulfamethazine
Sodium
Pioneer 006-391 Bayer Healthcare LLC, Animal Heath Divison e S.Q.40% Medicated Feed Sulfaquinoxaline
Pioneer 006-677 Bayer Healthcare LLC, Animal Heath Divison e S.Q. 20% Solution Sulfagquinoxaline




A:;?:a:ifon APNT:;;::" Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 006-707 | Zoetis Inc. Sulquin® 6-50 Sulfaquinoxaline
Pioneer 006-891 Zoetis Inc. 34% SUL-Q-NOX Sulfagquinoxaline

Liquid Sul-Q-Nox
Pioneer 007-076 Cross Vetpharm Group Ltd. Sulfa-Nox Liquid Sulfaquinoxaline
Pioneer 007-087 Bayer Healthcare LLC, Animal Heath Divison Sulfaquinoxaline Solubilized Sulfagquinoxaline
Pioneer 008-244 Cross Vetpharm Group Ltd. Sulfa-Nox Concentrate Sulfaquinoxaline
Sodium
Pioneer 008-622 Zoetis Inc. Terramycin® Animal Formula Oxytetracycline
Terramycin® Soluble Powder Hydrochloride
Pioneer 008-804 Phibro Animal Health Corp. Terramycin® 10 Type A Medicated Oxytetracycline

Articles

Terramycin® 20 Type A Medicated
Articles

Terramycin® 50 Type A Medicated
Article

Terramycin® 50D Type A Medicated
Article

Terramycin® 100 Type A Medicated
Article

Terramycin® 100D Type A Medicated
Article

Terramycin® 100SS Type A Medicated
Article

Terramycin® 200 Type A Medicated
Article

TM-50® Type A Medicated Article
TM-50® D Type A Medicated Article
TM-100® Type A Medicated Article
TM-100®D Type A Medicated Article
Terramycin® Animal Mix

Quaternary Salt




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 010-092 Cross Vetpharm Group Ltd. Gallimycin®-100P Erythromycin
Thiocyanate
Pioneer 010-918 Elanco Animal Health, A Division of Eli Lilly & Co. Hygromix 8™ Hygromycin B
Pioneer 011-315 Zoetis Inc. Neomix® 325 Soluble Powder Neomycin Sulfate
Neomix® AG 325 Soluble Powder
Neomycin 325 Soluble Powder
Pioneer 012-491 Elanco Animal Health, A Division of Eli Lilly & Co. Tylan® 100 CAL Type A Medicated Tylosin Phosphate
Article
Tylan® 40 CAL Type A Medicated Article
Pioneer 013-076 Elanco Animal Health, A Division of Eli Lilly & Co. Tylan® Soluble Tylosin
Pioneer 013-162 Elanco Animal Health, A Division of Eli Lilly & Co. Tylan® Premix No.10 Tylosin Phosphate
Pioneer 013-214 Virbac AH, Inc. Purina® Hygromix-Swine Hygromycin B
Pioneer 015-160 Zoetis Inc. Sodium Sulfachloropyrazine Solution Sulfachloropyrazine
Sodium
Monohydrate
Pioneer 015-166 Elanco Animal Health, A Division of Eli Lilly & Co. Tylan® 100 Premix Tylosin Phosphate
Pioneer 031-205 Zoetis Inc. Agribon 12.5% Drinking Water Solution | Sulfadimethoxine
Albon®
Pioneer 031-553 Zoetis Inc. ESB 3 Soluble Powder Sulfachloropyrazine
ESB 3 Solution Sodium
Monohydrate
Pioneer 032-946 | Zoetis Inc. Magna Terramycin® Soluble Powder Carbomycin;

Oxytetracycline
Hydrochloride




Type of Application

Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 033-373 Boehringer Ingelheim Vetmedica, Inc. e Vetisulid® Sulfachlorpyridazine
Pioneer 033-950 Zoetis Inc. e Sulfamerazine In Fish Grade Sulfamerazine
Pioneer 034-085 Zoetis Inc. e Lincomix® Feed Medication Lincomycin

Hydrochloride
Monohydrate
Pioneer 035-157 Cross Vetpharm Group Ltd. e Gallimycin® Poultry Formula Erythromycin
Concentrate
Pioneer 035-287 Phibro Animal Health Corp. e OM-5 Premix Oleandomycin
Pioneer 035-688 Zoetis Inc. e Aureomix® Granular 500 Chlortetracycline
Hydrochloride;
Penicillin;

Sulfamethazine

Pioneer 035-805 Zoetis Inc. e Aureo S 700° Granular Chlortetracycline
Hydrochloride;
Sulfamethazine

Pioneer 038-200 Strategic Veterinary Pharmaceuticals, Inc. e Medamycin Soluble Antibiotic Oxytetracycline
e OXY WS™ Soluble Antibiotic Hydrochloride
Pioneer 038-241 | Cross Vetpharm Group Ltd. e Erythro® (High Lev) / Zoalene plus Arsanilic Acid;
Arsanilic Acid Erythromycin
Thiocyanate;
Zoalene
Pioneer 038-242 Cross Vetpharm Group Ltd. e Erythro® (Low Lev) / Amp plus Etho Amprolium; Arsanilic

Acid; Erythromycin
Thiocyanate;
Ethopabate




A:;‘),I?cea:ifon APNT:;;::“ Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 038-439 Phibro Animal Health Corp. TERRAMYCIN™ 200 for Fish Oxytetracycline
Terramycin® for Fish Hydrochloride
Pioneer 038-624 Cross Vetpharm Group Ltd. Pro-Gallimycin-10 Arsanilic Acid;
Erythromycin
Thiocyanate
Pioneer 038-661 Cross Vetpharm Group Ltd. Spectam® Water Soluble Concentrate Spectinomycin
Pioneer 039-077 Zoetis Inc. CSP™ 250 Chlortetracycline
CSP™ 500 Hydrochloride;
Penicillin G Procaine;
Sulfathiazole
Pioneer 040-181 Boehringer Ingelheim Vetmedica, Inc. Prinzone Oral Suspension Sulfachlorpyridazine
Pyradan Oral Suspension
Vetisulid® Oral Suspension
Pioneer 040-209 Zoetis Inc. Rofenaid® 40 Ormetoprim;
Sulfadimethoxine
Pioneer 041-275 Elanco Animal Health, A Division of Eli Lilly & Co. Tylan® 10 Sulfa-G Premix Tylosin Phosphate;
Tylan® 40 Sulfa-G Premix Sulfamethazine
Pioneer 041-647 Zoetis Inc. Aureomix S 700-A Chlortetracycline
Calcium Complex;
Sulfamethazine
Pioneer 041-955 Cross Vetpharm Group Ltd. Erythromycin Medicated Premix Erythromycin
Thiocyanate
Pioneer 042-660 Virbac AH, Inc. Purina Pork-Plus medicated Sulfamethazine;
Tylosin Phosphate
Pioneer 043-387 Virbac AH, Inc. Purina® Hog Plus Il Tylosin Phosphate
Pioneer 046-109 Zoetis Inc. L-S 50 Water Soluble® Powder Lincomycin;

Spectinomycin




Type of
Application

Application
Number

Sponsor

Proprietary Name(s)

Ingredient(s)

Pioneer

046-285

Zoetis Inc.

Agribon Soluble Powder
Albon®

Sulfadimethoxine

Pioneer

046-415

Zoetis Inc.

CO-OP Tylan® 10 Mix

Tylosin® 10 Type A Medicated Article
Tylosin® 20 Type A Medicated Article
Tylosin® 40 Type A Medicated Article
Tylosin® 5 Type A Medicated Article

Tylosin Phosphate

Pioneer

046-666

Zoetis Inc.

Penicillin 100 Type A Medicated Article
Penicillin G Procaine 50 Type A
Medicated Article

Penicillin G Procaine

Pioneer

046-668

Phibro Animal Health Corp.

Penicillin 100 Type A Medicated Article
Penicillin G Procaine 50 Type A
Medicated Article

Penicillin G Procaine

Pioneer

046-699

Zoetis Inc.

ChlorMax™ 10 Type A Medicated
Article

ChlorMax™ 100 Type A Medicated
Article

ChlorMax™ 50 Type A Medicated
Article

ChlorMax™ 65 Type A Medicated
Article

ChlorMax™ 70 Type A Medicated
Article

Micro CTC 100

Chlortetracycline

Pioneer

048-480

ADM Alliance Nutrition, Inc.

Chloratet™ 100
Chloratet™ 90

Chlortetracycline
Hydrochloride

Pioneer

048-761

Zoetis Inc.

Aureomycin® 100 Granular
Aureomycin® 50 Granular
Aureomycin® 90 Granular
Aureomycin® 90 Meal

Chlortetracycline




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 048-762 | Zoetis Inc. Aureomycin Crumbles with Vitamins Chlortetracycline
Pioneer 049-287 Zoetis Inc. Chlorachel™ 50 Chlortetracycline
Pfichlor™ 100
Pfichlor™ 50
Pfichlor™ 70
Pioneer 048-763 | Zoetis Inc. Aureomycin® T.F. 5 & 15 Type A Chlortetracycline
Medicated Article
Pioneer 049-729 Cross Vetpharm Group Ltd. Purina® Sulfa Sulfamethazine
Pioneer 055-012 Boehringer Ingelheim Vetmedica, Inc. Chloronex® Sulmet® Soluble Powder Chlortetracycline
Hydrochloride;
Sulfamethazine
Pioneer 055-020 | Zoetis Inc. Aureomycin® Soluble Powder Chlortetracycline
Bisulfate
Pioneer 055-060 Zoetis Inc. Penicillin G Potassium, USP Penicillin G
Potassium
Pioneer 065-071 Boehringer Ingelheim Vetmedica, Inc. Aureomycin® Soluble Powder Chlortetracycline
Hydrochloride
Pioneer 065-109 Zoetis Inc. Streptomycin Sulfate Vet Granule Streptomycin
Streptomycin Vet Granules
Pioneer 065-123 | Zoetis Inc. Tetracycline Soluble Powder Tetracycline
Hydrochloride
Pioneer 065-140 Zoetis Inc. Tet-Sol 10® Tetracycline
Tet-Sol 324°® Hydrochloride
Pioneer 065-178 Strategic Veterinary Pharmaceuticals, Inc. Fermycin Soluble Chlortetracycline
Hydrochloride
Pioneer 065-252 Veterinary Services, Inc. Strep-Sol Streptomycin Sulfate




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 065-256 ADM Alliance Nutrition, Inc. Chlortet-Soluble-O Chlortetracycline
Hydrochloride
Pioneer 065-269 Boehringer Ingelheim Vetmedica, Inc. Polyotic® Soluble Powder Tetracycline
Hydrochloride
Pioneer 065-291 Zoetis Inc. Dihydrostreptomycin Sulfate Dihydrostreptomycin
Sulfate
Pioneer 065-410 Zoetis Inc. Tetra-Sal Tetracycline
Hydrochloride
Pioneer 065-440 Boehringer Ingelheim Vetmedica, Inc. Chloronex® Soluble Powder Chlortetracycline
Hydrochloride
Pioneer 065-441 Zoetis Inc. Polyotic® Soluble Powder Concentrate | Tetracycline
Hydrochloride
Pioneer 065-480 Pennfield Oil Co. Chlortetracycline Soluble Powder Chlortetracycline
Scour-Pneumonia Antibiotic Hydrochloride
Pioneer 065-486 Strategic Veterinary Pharmaceuticals, Inc. Chlortetracycline Bisulfate Soluble Chlortetracycline
Powder Bisulfate
Pioneer 065-496 Strategic Veterinary Pharmaceuticals, Inc. Tetracycline Soluble Powder Tetracycline
Hydrochloride
Pioneer 091-191 Intervet, Inc. Garacin® Oral Solution Gentamicin Sulfate
Gentocin® Oral Solution
Pioneer 091-467 Phibro Animal Health Corp. Stafac® 500 Virginiamycin
Pioneer 091-513 Phibro Animal Health Corp. Stafac® Virginiamycin
Pioneer 091-582 | ADM Alliance Nutrition, Inc. Gilt Edge Tylan® Mix Tylosin Phosphate
Pioneer 091-668 Zoetis Inc. Chlorachel™ 250 Swine / Pficlor SP 250 | Chlortetracycline

ChlorMax™-SP 1000
ChlorMax™-SP 250
ChlorMax™-SP 500

Calcium Complex;
Penicillin G Procaine;
Sulfamethazine




A:;?:a:ifon APNT:;;::" Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 091-749 | Zoetis Inc. e CO-OP Tylosin 40 Plus Sulfamethazine Sulfamethazine;
e Tylan® 40 Plus Sulfa-G Tylosin Phosphate
Pioneer 092-286 Phibro Animal Health Corp. e C(CLTC-10 Chlortetracycline
e CLTC-20 Hydrochloride
e CLTC-30
e CLTC-50
e CLTC-50 MR
Pioneer 092-287 Phibro Animal Health Corp. e CLTC100 MR Chlortetracycline
e CLTC70 Hydrochloride
Pioneer 094-975 Phibro Animal Health Corp. e Terramycin® 100 Neomycin Sulfate;
e Terramycin® 200 Oxytetracycline
e Terramycin® 50 Hydrochloride
e Terramycin® 100MR
e OXTC®-100MR
Pioneer 095-143 Phibro Animal Health Corp. e OXTC®-200 Oxytetracycline
e OXTC®-50 Hydrochloride
e OXTC®-100-S
e (OXTC®-30
e OXTC®-50S
e OXTC®-10
e OXTC®-100
Pioneer 097-505 Zoetis Inc. e Lincomix® 10 Feed Medications Lincomycin
e Lincomix® 20 Feed Medications Hydrochloride
e Lincomix® 50 Feed Medications
Pioneer 098-431 Phibro Animal Health Corp. e Tylan® 10 Premix Tylosin Phosphate
Pioneer 099-468 Ridley U.S. Holdings, Inc. e Waynextra For Swine Tylosin Phosphate
Pioneer 099-767 Virbac AH, Inc. e Purina® Tylan® 40 Plus Sulfamethazine | Sulfamethazine;

Tylosin Phosphate




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 100-094 | Zoetis Inc. PoultrySulfa™ Sulfamerazine
Sodium;
Sulfamethazine
Sodium;
Sulfagquinoxaline
Sodium
Pioneer 100-128 Cross Vetpharm Group Ltd. Supersweet Medipak Tylan® 10 Tylosin Phosphate
Pioneer 100-901 | Zoetis Inc. Pfichlor 100S Milk Replacer Type A Chlortetracycline
Medicated Article
Pioneer 103-089 Provimi North America, Inc. Tylan® 10 Tylosin Phosphate
Tylan® 20
Tylan® 40
Tylan® 5
Pioneer 106-964 Elanco Animal Health, A Division of Eli Lilly & Co. Apralan® Soluble Powder Apramycin Sulfate
Pioneer 108-484 ADM Alliance Nutrition, Inc. HFA Tylosin-10 Plus Sulfa Sulfamethazine;
Tylosin Phosphate
Pioneer 110-045 ADM Alliance Nutrition, Inc. Good-Life Tylan® 10 Premix Tylosin Phosphate
Pioneer 110-439 ADM Alliance Nutrition, Inc. HFA Hygromix 0.48 Medicated Premix Hygromycin B
HFA Hygromix 2.4 Medicated Premix
Pioneer 111-636 | Zoetis Inc. Lincomix® Soluble Powder Lincomycin
Hydrochloride
Pioneer 122-272 Boehringer Ingelheim Vetmedica, Inc. Sulmet® Soluble Powder Sulfamethazine
Sodium
Pioneer 125-933 Pharmaq AS Romet®-30 Ormetoprim;
Sulfadimethoxine
Pioneer 126-050 Elanco Animal Health, A Division of Eli Lilly & Co. Apralan® 75 Soluble Powder Apramycin Sulfate




A:;?;;Ln APNT:;TateI:n Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 127-507 Elanco Animal Health, A Division of Eli Lilly & Co. Tylan® 10 Sulfa-G Sulfamethazine;
Tylan® 20 Sulfa-G Tylosin Phosphate
Tylan® 40 Sulfa-G
Tylan® 5 Sulfa-G
Pioneer 127-508 Provimi North America, Inc. Hygromix 0.6 Hygromycin B
Pioneer 128-411 ADM Alliance Nutrition, Inc. Tylan® 5 Sulfa Premix Sulfamethazine;
Tylosin Phosphate
Pioneer 130-435 Zoetis Inc. Oxy-Tet® Soluble Oxytetracycline
OxyMarine™ Hydrochloride
Tetravet-CA
Pioneer 131-958 Ridley U.S. Holdings, Inc. Tylan® Sulfa-G Sulfamethazine;
Tylosin Phosphate
Pioneer 132-574 | Virbac AH, Inc. Purina® Check-R-Ton LI. Lincomycin
Hydrochloride
Monohydrate
Pioneer 133-333 Provimi North America, Inc. Stafac® 10 Virginiamycin
Pioneer 133-334 | Zoetis Inc. Virginiamycin Type A Medicated Article | Virginiamycin
Pioneer 133-836 Intervet, Inc. Garacin® Soluble Powder Gentamicin Sulfate
Gentocin® (Garacin) Soluble Powder
Pioneer 138-187 Micro Beef Technologies LTD Tylan® 10 Premix Tylosin Phosphate
Tylan® 100 Premix
Tylan® 40 Premix
Pioneer 138-934 Pennfield Qil Co. Pennchlor SP 250 Chlortetracycline

Pennchlor SP 500

Hydrochloride;
Penicillin G Procaine;
Sulfamethazine




A:;?:a:ifon APNT:;;::“ Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 138-935 Pennfield Qil Co. Pennchlor™ 100MR Chlortetracycline
Pennchlor™ 50 Hydrochloride
Pennchlor™ 50-G
Pennchlor™ 90
Pennchlor™ 90-G
Pennchlor™ 100-G
Pennchlor™ 100 Hi-Flo
Pioneer 138-938 Pennfield Qil Co. Oxytetracycline - 100 Oxytetracycline
Oxytetracycline - 100MR Hydrochloride
Oxytetracycline - 50
Pennox™ 100
Pennox™ 100MR
Pennox™ 200
Pennox™ 50
Pioneer 138-939 Pennfield Qil Co. NEO-OXY 100/100 MR® Neomycin Sulfate;
NEO-OXY 100/100® Oxytetracycline
NEO-OXY 50/50® Hydrochloride
Pioneer 140-443 Zoetis Inc. Hygromix 0.6 Premix Hygromycin B
Hygromix 1.6 Premix
Pioneer 140-578 Zoetis Inc. Solu-Tet® 324 Tetracycline
Hydrochloride
Pioneer 140-680 Pennfield QOil Co. Tylan® 10 Premix Tylosin Phosphate
Tylan® 20 Premix
Tylan® 40 Premix
Tylan® 5 Premix
Pioneer 140-681 Pennfield Qil Co. Tylan® 10 Sulfa-G Premix Sulfamethazine;

Tylan® 20 Sulfa-G Premix
Tylan® 40 Sulfa-G Premix
Tylan® 5 Sulfa-G Premix

Tylosin Phosphate




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Pioneer 140-976 Zoetis Inc. Neomix® 325 Medicated Premix Neomycin Sulfate
Neomix® 325 Milk Replacer
Neomix® AG 325 Medicated Premix
Neomix® AG 325 Milk Replacer
Pioneer 140-998 Phibro Animal Health Corp. V-Max® Virginiamycin
V-Max® M
Generic 200-026 Pennfield Qil Co. Pennox™ 343 Oxytetracycline
Hydrochloride
Generic 200-030 Agri Laboratories, Ltd. Di-Methox 12.5% Oral Solution Sulfadimethoxine
Sulfadimethoxine 12.5% Oral Solution
Generic 200-031 Agri Laboratories, Ltd. Di-Methox Antibacterial Soluble Sulfadimethoxine
Powder
Sulfadimethoxine Antibacterial Soluble
Powder
Generic 200-046 | Zoetis Inc. Neomycin Soluble Powder 325g/Ib Neomycin Sulfate
Neomycin Sulfate Soluble Powder, 325
g/lb
Generic 200-049 Agri Laboratories, Ltd. Tetra-Bac 324 Soluble Powder Tetracycline
Tetracycline Hydrochloride Soluble Hydrochloride
Powder-324
Generic 200-050 Cross Vetpharm Group Ltd. Neomed® 325 Soluble Powder Neomycin
Generic 200-066 Agri Laboratories, Ltd. Agrimycin™ - 343 Soluble Powder Oxytetracycline
Hydrochloride
Generic 200-103 Cross Vetpharm Group Ltd. PenAqua Sol-G® Penicillin G
Potassium
Generic 200-106 Zoetis Inc. R-Pen Penicillin G
Potassium
Generic 200-113 | Zoetis Inc. Biosol® Liquid Neomycin Sulfate
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Generic 200-118 Bayer Healthcare LLC, Animal Heath Divison Neomycin Oral Solution Neomycin
Generic 200-122 Zoetis Inc. Solu-Pen Penicillin G
Potassium
Generic 200-130 Zoetis Inc. Neo-Sol 50® Neomycin
Generic 200-136 Quo Vademus, LLC Tetracycline HCL Powder Tetracycline
Tetracycline Hydrochloride Soluble Hydrochloride
Powder-324
Generic 200-140 Zoetis Inc. Aureozol® Chlortetracycline;
Penicillin G Procaine;
Sulfathiazole
Generic 200-144 Cross Vetpharm Group Ltd. TETROXY® HCA-1772 Oxytetracycline
Tetroxy® HCA-280 Hydrochloride
Generic 200-146 Cross Vetpharm Group Ltd. Oxytetracycline HCI Soluble Powder Oxytetracycline
Hydrochloride
Generic 200-153 Bayer Healthcare LLC, Animal Heath Divison Neo 200 Oral Solution Neomycin Sulfate
Generic 200-165 Strategic Veterinary Pharmaceuticals, Inc. SDM Sulfadimethoxine 12.5% Oral Sulfadimethoxine
Solution
Generic 200-167 Zoetis Inc. Aureozol® 500 Granular Chlortetracycline;
Penicillin;
Sulfathiazole
Generic 200-185 Agri Laboratories, Ltd. GenGard® Gentamicin
Generic 200-189 Zoetis Inc. Lincomycin Soluble Lincomycin
Hydrochloride
Generic 200-190 Med-Pharmex, Inc. Gentoral® Gentamicin Sulfate
Generic 200-192 Bayer Healthcare LLC, Animal Heath Divison Sulfadimethoxine 12.5% Oral Solution Sulfadimethoxine
Generic 200-197 Contemporary Products, Inc. Streptomycin Oral Solution Streptomycin Sulfate




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Generic 200-233 Zoetis Inc. Linco Soluble Lincomycin
Hydrochloride
Generic 200-234 Med-Pharmex, Inc. Tetrasol Soluble Powder Tetracycline
Hydrochloride
Generic 200-235 Med-Pharmex, Inc. Neosol Soluble Powder Neomycin
Generic 200-236 | Quo Vademus, LLC Chlortetracycline HCL Soluble Powder Chlortetracycline
Hydrochloride
Generic 200-238 Med-Pharmex, Inc. Sulfasol® Soluble Powder Sulfadimethoxine
Sodium
Generic 200-241 Med-Pharmey, Inc. Lincosol Soluble Powder Lincomycin
Generic 200-247 Cross Vetpharm Group Ltd. Genta-Ject® Oxytetracycline
Gentamicin Sulfate Injection Hydrochloride
Generic 200-251 Med-Pharmex, Inc. Sulforal® Sulfadimethoxine
Generic 200-258 Phibro Animal Health Corp. Sulfadimethoxine Soluble Powder Sulfadimethoxine
Sodium
Generic 200-289 Med-Pharmex, Inc. Neosol-Oral Neomycin
Generic 200-295 Pennfield Qil Co. Pennchlor™ 64 Chlortetracycline
Hydrochloride
Generic 200-303 | Quo Vademus, LLC Lincomycin Hydrochloride Soluble Lincomycin
Powder
Generic 200-305 Vetoquinol N.-A., Inc. Oxytetracycline Hydrochloride Soluble | Oxytetracycline
Powder Hydrochloride
Generic 200-307 Vetoquinol N.-A,, Inc. Penicillin G Potassium, USP Penicillin G
Potassium
Generic 200-314 Pennfield QOil Co. Pennchlor S® Chlortetracycline

Hydrochloride;
Sulfamethazine




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Generic 200-345 Phibro Animal Health Corp. Lincomycin -Spectinomycin Lincomycin
Hydrochloride
Monohydrate;
Spectinomycin
Dihydrochloride
Pentahydrate
Generic 200-347 Quo Vademus, LLC Penicillin G Potassium USP Soluble Penicillin G
Powder Potassium
Generic 200-372 G.C. Hanford Manufacturing Co. Han-Pen™ Penicillin G
Potassium
Generic 200-374 Cross Vetpharm Group Ltd. TetraMed® 324 HCA Tetracycline
Hydrochloride
Generic 200-376 Cross Vetpharm Group Ltd. Sulfamed-G™ Sulfadimethoxine
Sodium
Generic 200-377 Cross Vetpharm Group Ltd. Lincomed Soluble Powder Lincomycin
Generic 200-378 Sparhawk Laboratories, Inc. Neomycin Sulfate 325 Neomycin
Generic 200-379 Sparhawk Laboratories, Inc. Neomycin Liquid Neomycin
Generic 200-380 Cross Vetpharm Group Ltd. SpecLinx-50® Lincomycin;
Spectinomycin
Generic 200-407 Agri Laboratories, Ltd. Lincomycin-Spectinomycin Water Lincomycin;
Soluble Powder Spectinomycin
Generic 200-434 Cross Vetpharm Group Ltd. SMZ-Med™ 454 Soluble Powder Sulfamethazine
Sodium
Generic 200-441 Zoetis Inc. AUREOMYCYN® Chlortetracycline
Hydrochloride
Generic 200-443 First Priority, Inc. Sulfadimethoxine Soluble Powder Sulfadimethoxine
Generic 200-455 Cross Vetpharm Group Ltd. TyloMed-WS Tylosin Tartrate




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Generic 200-460 Cross Vetpharm Group Ltd. Tetroxy® Aquatic Oxytetracycline
Hydrochloride
Generic 200-473 Huvepharma AD Oxytetracycline HCI Soluble Powder- Tylosin Tartrate
343
Generic 200-484 Huvepharma AD Tylovet® 100 Tylosin Phosphate
Generic 200-494 Cross Vetpharm Group Ltd. GentaMed™ Gentamicin
Generic 200-531 Huvepharma AD Rumensin® plus Tylovet® 100 Monensin; Tylosin
Phosphate
Generic 200-532 Huvepharma AD MGA® plus Tylovet® 100 Melengestrol
Acetate; Tylosin
Phosphate
Generic 200-533 Huvepharma AD Deccox®/ Rumensin®/ Tylovet® 100 Monensin;
Decoquinate; Tylosin
Phosphate
Generic 200-534 | Huvepharma AD MGA® plus Rumensin® plus Tylovet® Melengestrol
100 Acetate; Tylosin
Phosphate;
Monensin Sodium
Generic 200-535 Huvepharma AD MGA®/ Bovatec®/ Tylovet® 100 Lasalocid;
Melengestrol
Acetate; Tylosin
Phosphate
Generic 200-544 Huvepharma AD Zilmax®/Rumensin®/Tylovet® Tylosin Phosphate;

100/MGA®

Zilpaterol
Hydrochloride;
Melengestrol
Acetate; Monensin




Type of
Application

Application
Number

Sponsor

Proprietary Name(s)

Ingredient(s)

Generic

200-547

Huvepharma AD

Zilmax®/Rumensin®/Tylovet® 100

Monensin, Tylosin
Phosphate;
Zilpaterol
Hydrochloride

Combination

012-548

Elanco Animal Health, A Division of Eli Lilly & Co.

Tylosin® / Hygromix

Hygromycin B;
Tylosin Phosphate

Combination

013-388

Elanco Animal Health, A Division of Eli Lilly & Co.

Hygromix-Tylan® Premix

Hygromycin B;
Tylosin

Combination

036-361

Zoetis Inc.

Amp Ethopabate CTC® Sodium Sulfate

Amprolium; Sodium
Sulfate;
Chlortetracycline
Calcium Complex;
Ethopabate

Combination

041-648

Zoetis Inc.

Aureomix S 700-D

Chlortetracycline
Calcium Complex;
Sulfamethazine

Combination

041-649

Zoetis Inc.

Aureomix S 700-G

Chlortetracycline
Calcium Complex;
Sulfamethazine

Combination

041-650

Zoetis Inc.

Aureomix S 700-E

Chlortetracycline
Calcium Complex;
Sulfamethazine

Combination

041-651

Zoetis Inc.

Aureomix S 700-F

Chlortetracycline
Calcium Complex;
Sulfamethazine

Combination

041-652

Zoetis Inc.

Aureomix S 700-C-2

Chlortetracycline
Calcium Complex;
Sulfamethazine




Type of
Application

Application
Number

Sponsor

Proprietary Name(s)

Ingredient(s)

Combination

041-653

Zoetis Inc.

Aureomix S 700-B

Chlortetracycline
Calcium Complex;
Sulfamethazine

Combination

041-654

Zoetis Inc.

Aureomix S 700-H

Chlortetracycline
Calcium Complex;
Sulfamethazine

Combination

044-820

Zoetis Inc.

Lincomix® / Amprol Plus

Lincomycin
Hydrochloride
Monohydrate;
Amprolium;
Ethopabate

Combination

044-972

Zoetis Inc.

Coyden® / Lincomix®

Lincomycin
Hydrochloride
Monohydrate;
Clopidol

Combination

045-444

Zoetis Inc.

ChlorMax™ / Deccox®
Decoquinate & Chlortetracycline

Chlortetracycline
Hydrochloride;
Decoquinate

Combination

046-209

Huvepharma AD

Coyden 25°® / CTC®

Chlortetracycline
Calcium Complex;
Clopidol

Combination

046-718

Zoetis Inc.

MGAZ® (liquid) / Terramycin®

Melengestrol
Acetate;
Oxytetracycline

Combination

046-719

Zoetis Inc.

MGAZ® (dry) / Terramycin®

Melengestrol
Acetate;
Oxytetracycline




Type of
Application

Application
Number

Sponsor

Proprietary Name(s)

Ingredient(s)

Combination

047-261

Zoetis Inc.

e Lincomix® / Deccox®

Lincomycin
Hydrochloride
Monohydrate;
Decoquinate

Combination

047-262

Zoetis Inc.

e Deccox® / Lincomycin
e Decoquinate & Lincomycin

Lincomycin;
Decoquinate

Combination

048-954

Zoetis Inc.

e Lincomix® / Zoamix®

Lincomycin
Hydrochloride
Monohydrate;
Zoalene

Combination

092-482

Zoetis Inc.

e Coban®/ Lincomix®

Lincomycin
Hydrochloride;
Monensin Sodium

Combination

092-507

Zoetis Inc.

e Robenz® with Aureomycin® 500 Gm

Robenidine
Hydrochloride;
Chlortetracycline
Calcium Complex

Combination

092-522

Zoetis Inc.

e Coban®/ Lincomix®

Lincomycin
Hydrochloride;
Monensin

Combination

093-106

Zoetis Inc.

Lincomix® / Robenz®

Robenidine
Hydrochloride;
Lincomycin
Hydrochloride




Type of
Application

Application
Number

Sponsor

Proprietary Name(s)

Ingredient(s)

Combination

099-006

Phibro Animal Health Corp.

Terramycin® TM-50
TM-10 Plus

Monensin Sodium;
Oxytetracycline
(Monoalkyl
Trimethyl
Ammonium Salt)

Combination

101-666

Phibro Animal Health Corp.

Terramycin and Robenz®

Robenidine
Hydrochloride;
Oxytetracycline
(Monoalkyl
Trimethyl
Ammonium Salt)

Combination

101-689

Zoetis Inc.

Avatec® / Lincomix®

Lasalocid;
Lincomycin
Hydrochloride

Combination

104-646

Elanco Animal Health, A Division of Eli Lilly & Co.

Rumensin® / Tylan®

Monensin Sodium;
Tylosin Phosphate

Combination

107-997

Phibro Animal Health Corp.

Medicated Broiler Feed

Lincomycin
Hydrochloride;
Roxarsone;
Nicarbazin

Combination

108-116

Phibro Animal Health Corp.

Nicarbazin Lincomycin Premix

Lincomycin
Hydrochloride;
Nicarbazin




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Combination 110-047 Phibro Animal Health Corp. Banminth® Tylan® Pyrantel Tartrate;

Tylosin Phosphate
Combination 116-044 Phibro Animal Health Corp. Banminth® / Lincomix® Pyrantel Tartrate;
Lincomycin
Hydrochloride
Monohydrate
Combination 120-724 Phibro Animal Health Corp. 3-Nitro® / Stafac® / Coban® Monensin Sodium;
Roxarsone;
Virginiamycin
Combination 121-553 Zoetis Inc. Aureomycin® / Coban® Monensin Sodium;
Chlortetracycline
Hydrochloride
Combination 122-481 Phibro Animal Health Corp. Coban® / Stafac® Monensin Sodium;
Virginiamycin
Combination 122-608 Phibro Animal Health Corp. Avatec® / Stafac® Lasalocid;
Virginiamycin
Combination 122-822 | Phibro Animal Health Corp. Amprol HI-E® / Stafac® Amprolium;
Virginiamycin;
Ethopabate
Combination 137-537 Zoetis Inc. Bio-Cox® / Lincomix® Lincomycin;
Salinomycin Sodium
Combination 138-792 Zoetis Inc. MGA® 100 / Rumensin® / Tylan® Melengestrol

MGA® 200 / Rumensin® / Tylan®

Acetate; Monensin
Sodium; Tylosin
Phosphate




A:;?:a:ifon APNT:;;::" Sponsor Proprietary Name(s) Ingredient(s)
Combination 138-828 Phibro Animal Health Corp. Bio-Cox® / Stafac® 10 Type A Salinomycin Sodium;
Medicated Article Virginiamycin
Bio-Cox® / Stafac® 20 Type A
Medicated Article
Bio-Cox® / Stafac® 50 Type A
Medicated Article
Bio-Cox® / Stafac® 500 Type A
Medicated Article
Combination 138-870 | Zoetis Inc. MGA?® (liquid) / Rumensin® / Tylan® Melengestrol
MGA® 100-200 Premix / MGA® 500 Acetate; Monensin
Liquid Premix / Rumensin® / Tylan® Sodium; Tylosin
Phosphate
Combination 138-904 | Zoetis Inc. Bovatec® / MGA® 100 / Tylan® Lasalocid;
Bovatec® / MGA® 100 200 Premix / Melengestrol
Tylan® Acetate; Tylosin
Bovatec® / MGA® 200 / Tylan® Phosphate
Bovatec® / MGA® 500 Liquid Premix /
Tylan®
Combination 138-941 Zoetis Inc. Banminth® / Lincomix® Pyrantel Tartrate;
Banminth® / Lincomix® 20 Lincomycin
Hydrochloride
Monohydrate
Combination 138-953 Phibro Animal Health Corp. 3-Nitro® / Bio-Cox® / Stafac® Type A Roxarsone;

Medicated Articles

Salinomycin Sodium;
Virginiamycin




Type of Application

Application Number Sponsor Proprietary Name(s) Ingredient(s)

Combination 138-992 | Zoetis Inc. e Bovatec® / MGA® (liquid) / Tylan® Lasalocid;
Melengestrol
Acetate; Tylosin
Phosphate

Combination 138-995 Zoetis Inc. e MGA® 100/ Tylan®, MGA® 200 / Tylan® | Melengestrol
Acetate; Tylosin
Phosphate

Combination 139-192 | Zoetis Inc. e  MGA® 500 (liquid)-Tylan® Melengestrol
Acetate; Tylosin
Phosphate

Combination 139-473 Huvepharma AD e Stafac® / Stenorol® Halofuginone
Hydrobromide;
Virginiamycin

Combination 140-340 Huvepharma AD e Lincomix® / Stenorol® Halofuginone
Hydrobromide;
Lincomycin
Hydrochloride

Combination 140-448 Phibro Animal Health Corp. e Monteban® / Roxarsone Salinomycin Sodium;
Oxytetracycline
(Monoalkyl
Trimethyl
Ammonium Salt)

Combination 140-579 | Zoetis Inc. e Bovatec® / Terramycin® Lasalocid;
Oxytetracycline
(Monoalkyl
Trimethyl
Ammonium Salt)




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Combination 140-859 | Zoetis Inc. Aureomycin® / Bio-Cox® Salinomycin Sodium;

Chlortetracycline
Calcium Complex
Combination 140-947 Elanco Animal Health, A Division of Eli Lilly & Co. Lincomix® / Maxiban® Lincomycin; Narasin;
Nicarbazin
Combination 140-954 | Intervet, Inc. Lincomix® Type A Medicated Article Lincomycin;
Safe-Guard® Type A Medicated Article | Fenbendazole
Combination 140-955 Elanco Animal Health, A Division of Eli Lilly & Co. Coban® / Flavomycin® Monensin; Tylosin
Phosphate
Combination 141-011 Novartis Animal Health US, Inc. Chlortetracycline / Denagard® 10 Chlortetracycline
Premixes Hydrochloride;
Tiamulin Hydrogen
Fumarate
Combination 141-054 Merial Ltd. Ivomec® Premix for Swine and Ivermectin;
Lincomix® Premix Lincomycin
Combination 141-059 Zoetis Inc. BMD® 10, 25, 30, 40, 50, 60, 75 / CTC® | Bacitracin
50, 65, 70 Methylene
BMD® 25, 30, 40, 50, 60, 75 / Disalicylate;

ChlorMax™®- 50, 60, 70
MICRO- CTC® 100

Chlortetracycline




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Combination 141-090 Huvepharma AD Clinacox™ / Stafac® Diclazuril;

Virginiamycin
Combination 141-110 Elanco Animal Health, A Division of Eli Lilly & Co. Coban® / Stafac® Monensin;
Virginiamycin
Combination 141-114 Phibro Animal Health Corp. Aviax™ / Stafac® Semduramicin
Sodium;
Virginiamycin
Combination 141-147 Zoetis Inc. Chloromax® / Deccox® Chlortetracycline;
Decoquinate
Combination 141-149 | Zoetis Inc. Deccox® / Rumensin® / Tylan® Monensin;
Decoquinate; Tylosin
Combination 141-150 Zoetis Inc. Avatec® / Stafac® Lasalocid;
Virginiamycin
Combination 141-164 Elanco Animal Health, A Division of Eli Lilly & Co. Coban® / Tylan® Monensin; Tylosin
Phosphate
Combination 141-170 Elanco Animal Health, A Division of Eli Lilly & Co. Monteban® / Tylan® Narasin; Tylosin
Phosphate
Combination 141-172 Elanco Animal Health, A Division of Eli Lilly & Co. Paylean® / Tylan® Ractopamine
Hydrochloride;
Tylosin Phosphate
Combination 141-185 Zoetis Inc. Aureomycin® / Deccox® Chlortetracycline;
Decoquinate
Combination 141-198 | Elanco Animal Health, A Division of Eli Lilly & Co. Tylan® / Bio-Cox® Salinomycin Sodium;

Tylosin Phosphate




A:;\),I?cea:ifon APNT:;T:;:n Sponsor Proprietary Name(s) Ingredient(s)
Combination 141-201 | Zoetis Inc. Aureomycin® / Cattlyst® Laidlomycin
Propionate
Potassium;
Chlortetracycline
Combination 141-211 Phibro Animal Health Corp. Mecadox® 10/ Terramycin® 100 Oxytetracycline
Mecadox® 10 / Terramycin® 200 Dihydrate; Carbadox
Mecadox® 10 / Terramycin® 50
Combination 141-224 Elanco Animal Health, A Division of Eli Lilly & Co. Otpaflexx™ / Rumensin® / Tylan® Monensin Sodium;
Ractopamine
Hydrochloride;
Tylosin Phosphate
Combination 141-226 Phibro Animal Health Corp. Aviax™ / Stafac® / Roxarsone Semduramicin
Sodium; Roxarsone;
Virginiamycin
Combination 141-233 Elanco Animal Health, A Division of Eli Lilly & Co. Optaflexx™ / Rumensin® / Tylan® / Monensin Sodium;
MGA® Ractopamine
Hydrochloride;
Melengestrol
Acetate; Tylosin
Phosphate
Combination 141-250 | Zoetis Inc. Aureomycin® and Bovatec® Lasalocid;

Chlortetracycline




A:;?:a:ifon APNT:;;::" Sponsor Proprietary Name(s) Ingredient(s)
Combination 141-276 Intervet, Inc. Zilmax®, Rumensin®, and Tylan® Zilpaterol;
Monensin; Tylosin
Phosphate
Combination 141-280 Intervet, Inc. Zilmax® and Rumensin® Zilpaterol;
Melengestrol
Acetate; Monensin;
Tylosin Phosphate
Combination 141-289 Phibro Animal Health Corp. Aviax® Il / Stafac® Semduramicin
Sodium;
Virginiamycin
Combination 200-090 Huvepharma AD 3-Nitro® / Lincomix® / Sacox® Salinomycin Sodium;
Lincomycin;
Roxarsone
Combination 200-091 Huvepharma AD 3-Nitro® / Aureomycin® / Sacox® Salinomycin Sodium;
Roxarsone;
Chlortetracycline
Calcium Complex
Combination 200-092 Huvepharma AD Sacox® / Stafac® Salinomycin Sodium;
Virginiamycin
Combination 200-093 Huvepharma AD Sacox® / Lincomix® Salinomycin Sodium;

Lincomycin




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Combination 200-094 Huvepharma AD 3-Nitro® / Sacox® / Stafac® Salinomycin Sodium;

Roxarsone;
Virginiamycin
Combination 200-095 Huvepharma AD Aureomycin® / Sacox® Salinomycin Sodium;
Chlortetracycline
Calcium Complex
Combination 200-096 Huvepharma AD Sacox® / Terramycin® Salinomycin Sodium;
Oxytetracycline
Combination 200-170 Phibro Animal Health Corp. 3-Nitro® / Lincomix® / Nicarmix 25® Lincomycin;
Roxarsone;
Nicarbazin
Combination 200-171 Phibro Animal Health Corp. Lincomix® / Nicarmix 25® Lincomycin;
Nicarbazin
Combination 200-242 Zoetis Inc. BMD®-25, -30, -40, -50, -60, or -75 / Bacitracin
Aureomycin® -50, -70, 80, -90 or -100 Methylene
Disalicylate;
Chlortetracycline
Calcium Complex
Combination 200-259 | Zoetis Inc. 3-Nitro® / ChlorMax™ / Sacox® Salinomycin Sodium;

Roxarsone;
Chlortetracycline




Type of Application . .
Frdieta Number Sponsor Proprietary Name(s) Ingredient(s)
Combination 200-260 | Zoetis Inc. 3-Nitro® / Bio-Cox® / ChlorMax™ Salinomycin Sodium;

Roxarsone;
Chlortetracycline
Combination 200-261 Zoetis Inc. Bio-Cox® / ChlorMax™ Salinomycin Sodium;
Chlortetracycline
Combination 200-262 Zoetis Inc. ChlorMax™ / Sacox® Salinomycin Sodium;
Chlortetracycline
Combination 200-263 Zoetis Inc. ChlorMax™ / Coban® Monensin Sodium;
Chlortetracycline
Combination 200-354 Pennfield Qil Co. Pennchlor™ / Coban® Monensin Sodium;
Chlortetracycline
Hydrochloride
Combination 200-355 Pennfield Qil Co. Pennchlor™ / Bio-Cox® / 3-Nitro® Salinomycin Sodium;
Roxarsone;
Chlortetracycline
Combination 200-356 | Pennfield Oil Co. Pennchlor™ / Denagard® Chlortetracycline
Hydrochloride;
Tiamulin Hydrogen
Fumarate
Combination 200-357 | Pennfield Qil Co. Pennchlor® / Bio-Cox® Salinomycin Sodium;

Chlortetracycline
Hydrochloride




Type of
Application

Application
Number

Sponsor

Proprietary Name(s)

Ingredient(s)

Combination

200-358

Pennfield Qil Co.

Pennchlor/ BMD

Bacitracin
Methylene
Disalicylate;
Chlortetracycline
Hydrochloride

Combination

200-359

Pennfield Qil Co.

Pennchlor™ / Deccox®

Chlortetracycline;
Decoquinate

Combination

200-375

Elanco Animal Health, A Division of Eli Lilly & Co.

HeifermaX™ 500 / Rumensin® / Tylan®

Melengestrol
Acetate; Monensin
Sodium; Tylosin
Phosphate

Combination

200-424

Elanco Animal Health, A Division of Eli Lilly & Co.

Heifermax™ / Optaflexx® / Rumensin® /
Tylan®

Monensin Sodium;
Ractopamine
Hydrochloride;
Melengestrol
Acetate; Tylosin
Phosphate

Combination

200-427

Elanco Animal Health, A Division of Eli Lilly & Co.

Heifermax™ 500 Liquid Premix and
Tylan®

Melengestrol
Acetate; Tylosin
Phosphate

Combination

200-430

Elanco Animal Health, A Division of Eli Lilly & Co.

Heifermax™ 500 Liquid Premix,
Bovatec®, Tylan®

Lasalocid;
Melengestrol
Acetate; Tylosin
Phosphate




Type of Application . .
Application Number Sponsor Proprietary Name(s) Ingredient(s)
Combination 200-480 Elanco Animal Health, A Division of Eli Lilly & Co. | e  Zilmax®, Heifermax® 500, Rumensin®, Melengestrol

and Tylan®

Acetate; Tylosin
Phosphate;
Monensin Sodium;
Zilpaterol




